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REMARKS 



Reconsideration of the above-identified application in view of the amendments 
above and the remarks following is respectfiilly requested. 

Claims 1-18, 20, 25-45, 47 and 52-54 are in the Application. Claims 1 and 28 
are amended herewith. Claims 1 1 1 , 1 12, and 1 13 are added herewith. 

Claims 1-18, 20, 25-45, 47 and 52-54 have been rejected under 35 U.S.C. 103. 

Claims 1 and 28 are amended to recite that the device comprises 
"drug release mechanism, configured for providing said controlled drug release into 
one or both of an oral cavity of a subject and an outer surface of an oral mucosa of a 
subject ". 

The amendment is supported, for instance, in Fig. 8C and on page 29 lines 6-7 
reading: "Once placed in the oral cavity, the drug is released to the oral cavity and (or) 
oral tissue, in a controlled manner, by a natural phenomenon". 

The limitation that the anchoring mechanism is selected from a closed group 
of possibilities was deleted, as it does not add to patentability of the claim. Claims 1 1 1 
and 1 12 are added to add the deleted limitation in a dependent claim. 

Claim 1 1 3 is added to claim a further aspect of the disclosed invention. 

35 U.S.C. 103(a) rejections: Taylor et al (US 5.090.903, hereinafter Tavlort in 
view of Sakuma et al (US 5,584,688, hereinafter Sakuma) 

Claims 1-3, 18, 20, 25-30, 45, 47, and 52-54, have been rejected under 35 
USC 103(a) as being unpatentable over Taylor el al (US 5,090,903) in view of 
Sakuma et al (US 5,584,688). Applicants respectfiilly traverse, 



Independent claim 1. 

Claim 1 is rejected as being unpatentable over Taylor in view of Sakuma. 
Applicants respectfully traverse. Claim 1 is currently amended. 
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Independent claim 1 contains a limitation that the device comprises "an 
electronic drug release mechanism, configured for providing said controlled drug 
release into one or both of an oral cavity of a subject and an outer surface of an oral 
mucosa of a subject". 

The Examiner states that Taylor does not teach an electronic release 
mechanism. 

Applicants respectfiilly submit that Sakuma also does not teach any electronic 
drug release mechanism. 

Therefore, Applicants respectfully submit that none of the cited references, 
alone or in combination, teach all the limitations of the claims. 

In the Office Action, under the heading "response to arguments", the Examiner 
stated that "the combination of the two references teaches the claimed limitations. See 
Sakura Fig. 11 and Col. 7-8. The term "micro pump" in combination with the 
description of the pump would necessitate that the pump includes the claimed 
limitations, such a$ the electronics and power source. See also Voyiazis". 

Applicants respectfully traverse. 

The terra micro pump does not necessitate any electronics. A micro pump may 
be operated in other ways than electronically, for instance, mechanically. 

Columns 7-8 do not give any basis to an understanding that micro pump 13 
has any electronics. All these columns say about micro pump 13 is that the micro 
pump is in a medicine injection device; that the micro pump is for forcibly feeding a 
medicine, and that "the embodiment permits the medicine to be fed over a 
significantly increased period of time irrespective of use of the micro pump 13". 

Applicants respectfully submit that no electronics is necessitated by any of the 
above descriptions. 

Thus, Applicants respectfully submit that none of the cited documents teaches 
"an electronic drug release mechanism", and that the Examiner has not set forth a 
prima facie case of obviousness, 
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Furthermore, Applicants respectfully submit that modifying Taylor's device to 
include an electronic drug release mechanism of any kind would change the principles 
of operation of Taylor, and thus would not qualify to render the claims prima facie 
obvious (See MPEP 2143.01). 

The principle of operation of Taylor's device is to automatically control drug 
delivery in response to the posture of the patient, Taylor's device is structured such 
that drug dispensing automatically stops when the patient lies down in a reclined 
position, and automatically restores when the patient stands without any dedicated 
control means, other than the physical structure of the channels and reservoirs of the 
device. See Taylor, column 2, lines 35-60. 

Replacing Taylor's dispensing mechanism with an electrically controlled one 
would change the principles of operation of the device. 

Accordingly, Applicants respectfully submit that the Examiner has not set 
forth a prima facie case of obviousness. 

Furthermore, Applicants respectfully submit that Voyiazis, to which the 
Examiner referred the Applicants in her response to arguments, does not describe an 
"electronic drug release mechanism, configured for providing said controlled drug 
release into one or both of an oral cavity of a subject and an outer surface of an oral 
mucosa of a subject", as currently claimed. 

Applicants respectfully submit that Voyiazis only deals with implanted 
systems, which are configured for releasing drugs into the tissue surrounding the 
implant (See Voyiazis, paragraph [0012]) when the implant is within the tissue. This 
configuration excludes providing the drug into the oral cavity or to an outer surface of 
the oral mucosa. 

Thus, Applicants respectfully submit that the combination of Taylor and 
Voyiazis does not teach all the limitations of claim I, and would not set forth a prima 
facie case of obviousness irrespective of the principles of operation of Taylor. 
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Independent claim 28 

Independent claim 28 contains a limitation that the method comprises 
providing "an electronic drug release mechanism, configured for providing said 
controlled drug release into one or both of an oral cavity of a subject and an outer 
surface of an oral mucosa of a subject". 

This limitation is similar to the limitation discussed in length in the context of 
claim 1, and accordingly, Applicants respectfully submit that claim 28 is patentable 
over the cited art for at least the same reasons as claim 1 is. 

Independent claim 113 

Independent claim 113 contains a limitation that the method comprises 
"anchoring an electronic drug release mechanism to the outer surface of the oral 
mucosa of the patient". None of the prior art describes anchoring an electronic drug 
release mechanism to the outer surface of the oral mucosa of the patient. 

Taylor does not describe anchoring an electronic drug release anywhere. 

Sakuma does not describe anchoring an electronic drug release anywhere. 

Voyiazis describes implanting an electronic drug release inside the gingiva 

tissue. 

The conditions inside the gingiva tissue are much more stable and mild than the 
conditions on the outer surface of the mucosal cavity. In particular, the gingiva tissue 
partially insulates an electronic circuit implanted therein from the temperature at the 
outer surface of the mucosal cavity. This temperature usually varies from about the 
freezing point (for instance, when the patient eats ice-cream) to the boiling point of 
water (for instance, when the patient drinks hot tea). Similarly, the pH at the oral cavity 
changes dramatically when the patient, for instance, drinks acidic Coca Cola or sucks 
anti-gastric tablets. Such repeated temperature and/or pH changes are expected to 
damage most electronic circuits exposed to the changes. 



30. Oct. 2007 17:19 6, E. EHRLICH (1995) LTD. 



No. 6395 P. 



16 



In re Application of: Andy Wolff et al 

Serial No,: 10/668,274 

Filed: September 24, 2003 

Office Action Mailing Date: October 3, 2007 



Examiner: Elizabeth McNeill 
Group Art Unit: 3767 
Attorney Docket: 26486 



Thus, Applicants submit that the common sense of a person skilled in the art of 
dentistry would tell him that there is very little chance of success in taking electronic 
drug release mechanisms designed to be implanted in the gingiva, and anchoring them 
on the outer surface of the oral mucosa 

Dependent claims 2-18, 20, 25-27, 29-45, 47, and 42-52 

The dependent claims are patentable at least in virtue of being dependent on 
patentable base claims. Nevertheless, Applicants discuss below the patentability of 
some of the dependent claims independently of the patentability of the base claims. 

Dependent claim 3 and 30 

Claim 3 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Taylor/Sakuma, Applicants respectfully traverse. 

Claim 3 contains a limitation that the electronic drug release mechanism 
comprises a control unit "selected from the group consisting of a dedicated electronic 
circuitry, a processor, an ASIC, and a microcomputer." 

Applicants respectfully submit that neither Taylor nor Sakuma describes or 
even hints to a control unit as claimed. As discussed in the context of claim 1, neither 
Taylor nor Sakuma describes even an electronic control unit. 

Applicants further submit, that neither Pfeiler nor Voyiazis teaches or suggests 
using a control unit as claimed in the oral cavity, As explained in the context of claim 
1 , a person skilled in the art of dentistiy would not have a reasonable expectation for 
success in using, in the oral cavity, electronics developed for implants, at least due to 
the pH and temperature changes that exist in the oral cavity and not around an 
implant. 

Dependent claim 30 also recites a control unifselected from the group 
consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer", and is therefore patentable at least for the same reasons that make 
claim 3 patentable. 
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Claim 17 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Taylor/Sakuma in further view of Child (US 4,252,525). 
Applicants respectfully traverse. 

Claim 17 has a limitation that the device "further includes at least one drug- 
transfer component for increased drug transfer through a biological barrier, by a 
process selected from the group consisting of iontophoresis, electroosmosis, 
electrophoresis, electroporation, sonophoresis, and ablation." 

The Examiner states that Taylor/Sakuma fails to teach that there is a 
component which increases drug transfer through a biological barrier, such as 
iontophoresis. The Examiner further states (1) that Child teaches the use of 
iontophoresis in an oral implant (Fig. 1 0); and (2) that it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to use iontophoresis 
with the implant of Sakuma in order to improve drug absorption. 

Applicants respectfully traverse. 

Regarding (1), Applicants respectfully submit that Child does not teach the use 
of iontophoresis. Fig. 10, to which the Examiner refers, includes a DC power source 
connected to electrodes "causing bactericidal silver ions to be released to the bone 
tissue and skin tissue 302 approximate the implant. The silver ion activity continues at 
a low level indefinitely after the D.C power source is disconnected from wire 317". 
(See Child, column 7, lines 4-15). 

With all due respect, this is neither a description nor a suggestion of 
iontophoresis or of any other component for increased drug transfer through a 
biological barrier. Furthermore, the arrangement of Fig. 10 cannot be used for 
iontophoresis, which requires an ionic drug to be placed between the tissue and the 
electrode. Child does not describe such an arrangement, and cannot be easily changed 
to allow iontophoresis. 
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Therefore, the cited combination does not teach or suggest at least one 
limitation of claim 17. 

Regarding (2), the claims are not directed towards the use of iontophoresis 
with an implant, and therefore, the motivation suggested by the Examiner is not for 
making the claimed invention. 

In summary, Applicants respectfully submit that the Examiner has not set forth 
a prima facie case of obviousness against claim 17. 

Claim 44 includes the same limitation recited above from claim 17, and 
therefore, is patentable over the cited art at least for the same reasons claim 17 is. 

In view of the above amendments and remarks it is respectfully submitted that 
claims 1-18, 20, 25-45, 47, 52-54, and 11 1-113 are now in condition for allowance. A 
notice of allowance is respectfully solicited. 



Respectfully submitted, 




Martin D, Moynihan 
Registration No. 40,338 



Date: October 30, 2007 



Enclosed: 

Request for Continued Examination (RCE). 



